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REMARKS 

Claims 1 5 3-19 and 21-24 are pending. 

Claim Rejections under 35 USC § 112 

Claims 1, 3-19 and 21-24 rejected under 35 USC § 112 f 1 

The Examiner believes Claim 1, as amended in Applicants last Office Action response, 
contains new matter and that there is no support for the claim as recited. The Examiner rejected 
incoiporating the limitation "from greater that" 20 to "less than or equal to" 80% The 
Applicants respectfully disagree. The Examiner believes the "specification only recites 
concentrations from 10 to 80%, preferably from 20 to 60%" and therefore, there is "no support 
for claiming from greater than 20% excluding ranges of the prior ait" The Applicants argue that 
even though the term "greater than" was not explicitly disclosed, amounts greater than 20% are 
automatically included in the disclosed ranges. Applicants have satisfied the burden of showing 
the upper limit of a range comprising "greater than" 20% by including the term "less than or 
equal to" 80%. Claim 1 has an upper limit, as required by MPEP 2163.05 HI, and thusly, the 
recited range does not cause the claim to read literally on embodiments outside the recited range 
of "10% to 80%, preferably from 20 to 60% M and as such, support for Claim 1 is provided by the 
Specification. 

Claims Rejections under 35 USC § 102 

Claims 1, 3-19 and 21-24 rejected 35 USC § 102(b) 

Claims 1, 3-19 and 21-24 are rejected under 35 USC § 102(b) as being anticipated by US 
6,066,334. The Examiner states US 6,066,334 shows a composition comprised of a binder 
wherein the binder is a mixture of polyvinyl acetate and polyvinylpyrrolidone in an amount of 
.5% to 20 %. 

Anticipation can only be established by a single prior art reference which discloses each 
and every element of the claimed invention. RCA Corp. v. Applied Digital Data Systems, Inc., 
730 F.2d 1440, 1444, 221 USPQ 385, 388 (Fed. Cir, 1984). The identical invention must be 
shown in as complete detail as it is contained in the , . . claim." Richardson v. Suzuki Motor Co., 
868 F,2d 1226, 1236, 9 USPQ2d 1913, 1920 (Fed. Cir. 1989). 

The Examiner has failed to meet this burden- 
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Applicants argue the instant invention discloses a time released which is not taught by US 
6,066,334. According to the instant invention components a)-d) of Claim 1 are comprised in the 
dosage forms in such a way that the resulting dosage forms show delayed release. The dosage 
forms according to US 6,066,334 may contain the same component (e.g. a formulated mixture of 
polyvinyl acetate and polyvinyl pyrrolidone), but according to this prior art reference, the 
component is formulated in such a way that the resulting dosage forms show rapid or immediate 
release of the active ingredient. This rapid release, as taught in US 6,066,334, is caused by the 
overall composition of the formulation which preferably only contains up to 15 % of the 
formulated mixture of polyvinyl acetate and polyvinyl pyrrolidone in combination with other 
additives. According to examples 3, 4, and 5 of US 6,066,334, from 98.8 to 99,5 % of the active 
ingredients are released after 30 minutes. The aforementioned immediate release in less than 1 
hour cannot be understood by one of ordinary skill in the art as "delayed release." The Examiner 
is directed to Gundert-Remy et al. (Oral Controlled Release Products Therapeutic and 
Biopharmaceutic Assessment, 1990) and USP 23 1880 (General Information In Vitro and In Vivo 
Evaluation of Dosage Forms; both cited references enclosed) wherein "delayed release" and 
"immediate release" are defined terms and are terms that one of ordinary skill in the art would 
well know and understand. The Examiner is directed to tables 2, 4 and 6 of the instant 
application wherein a time course of up to sixteen hours is required for a major portion of the 
active ingredients to be released. A release pattern such as disclosed in the instant invention fells 
well within the definition of "delayed release" as known to one of ordinary skill in the art 

Since US 6,066,334 does not teach each and every element of Claim 1 it does not 
anticipate Claim 1 . Applicants therefore respectfully request withdrawal of the rejection under 
35 USC § 102(b). 

Claims Rejections under 35 USC § 103 

Claims 1, 3-19 and 21-24 rejected 35 USC § 103(a) 

To establish prima facie obviousness, the examiner must show in the prior art some 
suggestion or motivation to make the claimed invention, a reasonable expectation for success in 
doing so, and a teaching or suggestion of each claim element (see, e.g., In re Fine, 837 F.2d 
1071, 5 USPQ2d 1596 (Fed. Cir. 1988); In re Jones, 958 F^d 347, 21 USPQ 2d 1941 (Fed Cir. 
1992); In re Merck & Co., Inc.. 800 F.2d 1091, 231 USPQ 375 (Fed Cir. 1986); In re Royka, 
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490 R2d 981, 1 80 USPQ 580 (CCPA 1974)). 

The Examiner has not made the required showing. 

Claims 1, 3-19 and 21-24 are rejected under 35 USC 103 (a) as being unpatentable over 
the combined disclosures of US 6,066,334 and US 4,837,032, The Examiner believes one of 
ordinary skill in the art would be motivated to combine the greater amounts of polyvinyl 
pyrrolidone and polyvinyl acetate of US 4,837,032 with the active agent of US 6,066,334. 

The Applicants respectfully disagree. One of ordinary skill in the art would not expect 
that using a formulated mixture of polyvinyl acetate and polyvinyl pyrrolidone would lead to 
, dosage forms with delayed release, as disclosed in the instant invention. US 6,066,334 expressly 
teaches dosage forms with rapid release as described above. US 4,837,032 discloses tablets with 
extended release which may be obtained by using polyvinyl pyrrolidone and polyvinyl acetate 
but US 4,837,032 does not teach or suggest a formulated mixture. The Examiner has argued that 
it would have been obvious to use increased amounts of the polymer combination of US 
4,837,032 to provide delayed release for US 6,066,334. However, it is not a reasonable 
expectation by one of ordinary skill in the art that the use of increased amount of a binder 
previously disclosed in US 6,066,334 for rapid release dosage forms would lead to the delayed 
release disclosed in US 4,837,032. The distinctive release patterns of the instant invention are 
due to the overall formulation of the dosage forms and not merely to the presence of the mixture 
of polyvinyl acetate/polyvinyl pyrrolidone. 

For the reasons expressed above, it is urged that the prior art references cited by the 
Examiner either singly or in combination fail to anticipate or suggest the present invention as 
defined by the Claims. Accordingly, a prima facie case of obviousness has not been established 
by the Examiner, and the rejection under 35 USC § 1 03 should be withdrawn. 
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Dissolation and Drag Meaae Telling— Method 
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IN Vr^O EVALUATION OF MOpfflED- 
RELEASE DOSAGE FORMS 
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Character izatioa of Drag Substance 

PHYSICOCHEMICAL PROPERTIES 
Pbyacochemical information necessary W characterize the drug 
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no 1« than Tor the drug substance in an nnmedi«e«le*sa dosage 
ferT iddlrional phyScochemicaJ informationjnay be r.eedcd 
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PHARMACOKINETIC PROPERTIES 
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